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From: Benton, Kimberly

Sent: Thursday, April 29, 2010 9:48 AM
To: 'Kim, Helen'

Cc: Tull, Lori

Subject: RE: SPL

Helen,

The appropriate units have not been entered into the SPL system as of 9 am EDT. We
have been assured that this is in progress but | do not have a definitive date of
completion. In the interim you should enter information for sipuleucel-T but be aware
that it will not pass validation. Not passing validation is not a show-stopper. FDA is
aware that this will be entered and will not pass validation until the system has updated
applicable units of measure. CBER's lead on SPL is CDR Vada Perkins and you may
contact him at <vada.perkins@fda.hhs.gov>.

As we discussed in our previous telecon, please use as unit of measure 50 million
CD54+ cells in 250 mL".

Kimberly Benton, PhD

Deputy Director, Division of Cellular and Gene Therapies
Office of Cellular, Tissue, and Gene Therapies
CBER/FDA

1401 Rockville Pike, HFM-720

Rockville, MD 20852

phone: 301-827-5102

fax: 301-827-9796

email: kimberly.benton@fda.hhs.gov

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM
IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED,
CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you
are not the addressee, or a person authorized to deliver the document to the addressee,
you are hereby notified that any review, disclosure, dissemination, copying, or other
action based on the content of this communication is not authorized. If you have received
this document in error, please immediately notify the sender immediately by e-mail or
phone."”

From: Kim, Helen [mailto:hkim@Dendreon.com]
Sent: Wednesday, April 28, 2010 6:44 PM

To: Tull, Lori; Benton, Kimberly

Cc: Gaynor, Jonathan

Subject: SPL



Importance: High

Hi Lori and Kim ?

I was just checking on the status of the unit of measure for sipuleucel-T? Has this been
finalized yet with FDA? We have been checking on our end and have not seen it yet on
the FDA web site.

Helen Kim

Director, Regulatory Affairs
Dendreon Corporation

(W) 206.829.1464

(C) 206.227.8893

(F) 206.441.4070

hkim@dendreon.com

This email message including any attachments is for the sole use of the intended
recipient(s) and may contain confidential and privileged information. Any unauthorized
review, use, disclosure or distribution is prohibited. If you are not the intended recipient,
please contact the sender by reply email and destroy all copies of the original message. If
you are the intended recipient, please be advised that the content of this message is
subject to access, review and disclosure by the sender's Email System Administrator.



